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Tiéu chudn chat lugng: TCCS 
Bao quan: Noi khé mat, tranh anh sang, nhiét dé dudi 30 dé C. 

Co sé san xuat: CONG TY CO PHAN HOA DUGC VIET NAM 
Dia chi nha may san xuat: 192 Duc Giang, Long Bién, Ha Noi. 

Co sé dang ky va phan phdi: CONG TY CP DUOC PHAM VA THIET BI Y TE DONG NAM A 
Dia chi: T6 dan phé Phan Boi, Phugng Dj St, Thi xa My Hao, tinh Hung Yén, Viét Nam 

Dé xa tam tay cua tré em. 
Boc ky hu6éng dan st dung truéc khi ding 
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Thanh phan: 
Acetylcystein 100mg 

TA dugc (lactose, duéng trang, aspartam, huong cam bét) vita di 1 géi 

Chi dinh, cach dung, chéng chi dinh va cac théng tin khac: xem trong td 

huéng dan strdung thudc kém theo 

SLSX: 
NSX: 

HSD: 

80x 60mm 
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2. Cae GA hiéu lwu y va khuyén cdo khi ding thuédc: 
Dé xa tam tay ciia tré em. 

Doc kf hwéng dan sir dung truéc khi ding. 

3. Thanh phan céng thirc thude: Cho 1 géi 1,5. 

AGTVICY SIC... ncsorcenennnnnsvscnvsnencnek cevicmemenuer regen reneerres 100 mg 

2 TE ARC rons eepessereremenencomeenemernnaanme eaonnmmnanaad sibith oXaeeien Vd 1 géi 1.5g 

(Bao gém : Lactose monohydrat, dong kinh, b6t hong cam, aerosil) 

4. Dang bao ché: Thudc bot pha dung dich uéng 

Mé ta dang bao che: Thuédc bét mau trang, vi ngot, mui huong cam, khé toi, déng déu vé 

mau sac. Khong cé hién tugng von cyc. 

5. Chi dinh: Tiéu chat nhay trong bénh nhay nhot (mucoviscidosis) (xo nang tuyén tuy). 

bénh ly hé hap c6é dom nhay quanh nhu trong viém phé quan cap va man va lam sach thudng 

quy trong mé khi quan. 

6. Cach ding, ligu ding: 
Cach dung: 

Sit dung cho ngwdi Idn va tré em trén 2 tudi. 

Thuéc duge ding dung udng. Hoa tan thuéc trong nira céc nude dun sdi dé ngudi. 

Liéu dig: 

- Tré em tir 2 - 7 tudi: Udng 1 g6i / lan, ngay 3 lan. 

- Tre em trén 7 tudi va ngudi lén: Udng 2 gdi / lan, ngay 3 lan 

7. Ching chi djnh: 

- Qua man véi acetylcystein hoae voi bat cit thanh phan nao cia thuéc 

- Tré em du6i 2 tuéi 

- Tién sit hen (nguy co phan img co that phé quan) 

8. Canh bao va than trong khi ding thuéc: 

_-.Phai gidm sat chat ché ngudi bénh cé nguy co phat hen néu ding acetylcystein cho ngudi 

c6 tién str di img; néu cé co that phé quan, phai ding thuédc phun mi gian phé quan nhu 

salbutamol (thuéc betaz adrenergic chon loc, tac dung ngan) hodc ipratropium (thuéc khang 

muscarin) va phai ngimg acetylcystein ngay. 

- Khi diéu tri véi acetylcystein, c6 thé xuat hién nhiéu dom loan 6 phé quan, can phai hut 

dé lay ra néu ngudi bénh gidm kha nang ho. 

- Séc phan vé dan dén tir vong khi ding aceylcystein da, dugc bao cdo, thuong xay ra trong 

thoi gian 30 - 60 phut, cdn theo déi va ngimg thuéc néu phan tmg xay ra va xtr tri kip théi 

- Néu c6 non dit d6i khi udng thudc thi can theo doi chay mau da day - 

hodic gian thyc quan, loét da day.
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- Ché phdm cé chira lactose: Bénh nhan bj réi loan di truyén hiém gap nhu khong dung nap 

galactose, thiéu hut lactase hoan toan hodc kém hap thu glucose- galactose khéng nén ding 

thudc nay. 

9. Sir dung thuéc cho phy nif cé thai va cho con bi: 

* Phy nit cé thai: Chua c6 nghién ciru day. di, str dung khi can thiét 

* Phy nit cho con bii: Thuéc ding an toan cho ngudi cho con bu. 

10. Anh hwéng ctia thuéc lén kha nang lai xe va van hanh may mée: 

Chua thay co sy anh huéng cia thudéc lén kha nang ldi xe va van hanh may méc 

11. Twong tac, trong ky ciia thuéc: 

Tuwong tac thudc: 

- Acetylcystein 14 mét chat khir nén tuong ky héa hoc voi cdc chat oxy héa. 

* _Khéng duge ding déng thdi cdc thudc ho khac hoac bat cir thuéc nao lam gidm bai tiét phé 

quan trong thdi gian didu tri bang acetylcystein. 

Tuong ky: 

- Acetylcystein phan img v6i mét sé kim loai, dic biét st, niken, déng va voi cao su. Can 

trénh thuéc tiép xtc voi cdc chat do. 

- Khéng duge ding cdc may phun mi cé cdc thanh phan bang kim loai hoc cao su. 

12. Tac dung khéng mong muén cia thuéc: 

Acetylcystein cé giéi han an toan réng. Tuy hiém gap co that phé quan 16 rang trong lam 

sang do acetyleystein, nhung van cé thé xay ra véi tat ca cdc dang thudc chita acetylcystein. 

Thuong gtip (ADR > 1/100) 

Tiéu héa: Buén nén, non. 

Tim mach: D6 bing, phu, tim dap nhanh. 

Tt gap (1/1000<ADR<1/100) 

Than kinh trung vong: Bu6n ngi, nhire dau, v tai. 

H6 hap: Viém miéng, chay nude mii nhiéu, ran ngdy. 

Da : Phat ban, may day. 

Hiém gap (ADR<1/1000) 

H6 hap: Co that phé quan kém phan tmg dang phan vé toan than. 

Than kinh trung uong: Sét, rét run. 

Théng bdo cho bac si nhitng tac dung khéng mong mudon gdp phai khi siz dung th noc. 

Huéng dan xir tri ADR: 

Ding dung dich acetylcystein pha loang c6 thé giam kha nang gay nén nhiéu do thuéc. 

Phai diéu tri ngay phan tmg phan vé bing tiém dui da adrenalin (0.3 - 0,5 ml dung dich 1/1 

000), thé oxy 100%, dat ndi khi quan néu can, truyén dich tinh mach dé tang thé tich huyét 

tong, hit thuéc chi van beta-adrenergic néu co that phé-quan, tiém tinh mach 500 mg 

hydrocortison hoac 125 mg methylprednisolon. 
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C6 thé tre ché phan img qua man véi acetylcystein bao gdm phat héng ban toan than, ngira, 

buén n6n, nén, chéng mat, bing ding khang histamin tru6c. 

13. Qua liéu va cach xir tri: 
Qué liéu Qua liéu acetylcystein cé triéu chimg tuong ty nhu triéu ching cua phan vé, nhung 

nang hon nhiéu: Dac biét 1a giam huyét ap. Cac trigu chimg khdc bao gém suy hé hap. tan 

mau, d6ng mau rai rac ndi mach va suy than. 

Xie tri: Didu tri qua liéu theo triéu chirng. 

14. Dac tinh dugce lire hoe: 

Nhom duoc ly: Thuéc tiéu chat nhay. 
Ma ATC: ROSCBO1, S01XA08, VO3AB23 

Acetyleystein (N-acetylcystein) 1a dan chat N-acetyl cia L-cystein, mét acid amin ty nhién. 

Acetyleystein c6 tac dung tiéu chat nhay do sulhydryl ty do lam giam d6 quénh cia ddm 6 

" phdi cé mi hoic khéng bang cach tach d6i cau néi disulfua trong mucoprotein va tao thuan 

loi dé tong dom ra ngoai bang ho, dan luwu tu thé hoac bang phuong phap co hoc. Tac dung 

nay manh nhat & pH 7 - 9 va khong bi tac déng do DNA 

15. Dac tinh dugce déng hoc: 

- Hép thu : Sau khi uéng, acetylcystein duge hap thu nhanh 6 dudng tiéu hoa va bi gan khir 

acety! thanh cystein. 

- Chuyén héa : Thuéc duge chuyén hoa va dat néng d6 dinh huyét tong trong khoang 0,5 - 1 
gid sau khi uéng liéu 200 - 600 mg, bi gan khir acetyl thanh cystein va sau-d6 duge chuyén 

héa. Sinh kha dung khi uéng thap va cé thé do chuyén héa trong thanh rudt va chuyén héa 

bude dau trong gan. 83% thudée gan v6i protein huyét tuong. 

- Thai trie: D6 thanh thai than c6 thé chiém 30% dé thanh thai toan than. 
16. Quy cach déng géi: Hop 30 goi x 1 gdi 1.5gam, gdi phic hgp 3 lop 

cellulose/aluminum/polyethylen, kém don huéng dan sir dung thuéc. 

17. Diéu kign bao quan, han ding, tiéu chuan chat lwgng ciia thudc: 

- Diéu kién béo quan: Noi khé mat, tranh anh sang, nhiét d6 dudi 30°C. 

- Han ding: 36 thang ké tir ngay san xuat. 

- Tiéu chuan chat lugng: TCCS. 

18. Tén dia chi co sé nha san xuat: 

CONG TY CO PHAN HOA DUQC VIET NAM 

: Dia chi van phong: 273 Tay Son.Déng Da, Ha Ndi. 

Dién thoai: 024.3853.3396/3853.4148 

Dia chi nha may san xuat: 192 Dire Giang. Long Bién, Ha Néi. 

Dién thoai: 024.3655.7842/ 2243.1603.
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